28/08 99 MON 18:48 FAX 0171-831 0588 



Brookes & Martin 



@046 



3 



EuropSIsehos Patentamt 
European Patent Office 
Office europAen des brevets 



pubncstionnum^: 



01ir«3^2 

A2 



AppHcattonnumiwr: 



EUROPEAN PATENT APPLICATION 

@ i„ta-:AeiLl5/06 



9 Wority:27Urt,e3 oe4ei405 



& Oateoipubricitton<rfapp0catian:0B.o9M 



a oasl9natedC?ontraclingS!rtes:ATBECHDEmGBir 
^ ULUMLSE 



® 



<QB) 



^"'^S^S^a't^^^vvy^ «u«l sHe. The 
^ ofltodrewtagoomplBted. 

M 
CO 




Ul 



ACrOflUM AO 



BEST AVAIUABIB COPY 



28/06 -99 MON 16:48 FAI 017WJ1 0586 Brookes & Martin ' 



0117632 



ADHESIVE PIIJl DRgSSING 

FIELD OF TSE INVEimOtT 

5 This invention relates to dressings for medical and 
surgical applications and, nore particularly, to thin^ 
transparent, adhesive film dressings which a^ connaonly 
used as wound coverings and to Tsecure IV. cathpters. 

10 BACKGROOgP Qg 'THB ItlVgWTIOa 

Thin, transparent pol^ric fila adheslTre dressings are . 
widely used In laedical and surgical practice fbr a variety 
of applications and ar« offered to the profession in a 

is variety of sises and abapefe. In IV eatheterixation 
• procedures, film dressings about 2 to 4 inches sqdare are 
usefoi to stabilize ttxe catheter and prevent aoveaent . 
which could cause infiltration of bacteria or pblebitis. 
•me transparency of tiie dressing permits eonsearit" visualir 

20 zation of the catheterization site and the dressing 

provides a barrier against bacterial invasion,- helping to 
reduce tbe risk of infection. Such f ilns are generally 
noisture-vapor pemeahle to permit the covered sXin to 
breathe and reduce the possibility of maeeration. 
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Film dressings are also useful in the. prevention and eare 
of skin ulcers. Before skin breakdown,- film dressings 
prwide Physical protection by shielding the .inflamn^ 
area from irritating fluids and bacteria. For superficial 
ulcers, film dressings naintain hydration of the wound 
surface providing an optiaal environment for epidernal 
healing, while acting as a barrier to fluids and bacterial 
contaminants. For deeper ulcers, after appropriate 
therapy has elminated infection and a healthy granulation 
bed hAS been established, the filn dressings help naintain 
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an optimal healing envlronnent while protecting against 
coEitanination and permitting v^leaalization o£ the wound 
site without dressing change. The filns for use as olcor 
dressings are typically frcss about 4 inches scpiare to 
S about 8 tiy 10 inches in size. 

Larger sized filn dressings ^rod 12 by 20 inches or 
greater are useful as surgical, incise drapes* Tiie film is 
plaoed over the area to be incised and the inciiKlon is 
10 nade through the transparjent flln. The use o£ an incise 

drape provides a sterile field iomediately surrounding the 
operative site. 

aiiln^ transparent, adhesive polymeric films for surgical 
15 applications are fabricated from polyurethaaes such as 

Goodrich ESXANE polyur ethane, elastomer ic polymeric esters 

such as ZXiPont EZTREL. polyester elastcsaer, end blends of 
• poly ore thane and polyester elastomers » Folynrethane and 

elastoneric polyester filos which are Kiisfcure • iratpor 
20 perneable and sufficiently elastic to conform to various 

body coTTtours are particularly preferred for use in 

stxrgical applications » 

The filns are coated on one surface, with a medical grade, 
25 pressure-sensitive adhesive using standard coaling 

te^niques* The adhesive is protected with a covering of 
a release paper or other backing material which can be 
readily reaaoved at the time of ose. 

30 Releasable backing naterials include filias of polyethy- 
lene, polypropylene and fluorocarbons and papers coated 
with these materials or with silicone release agents. 
Examples of silicone-coated release papers are POLTSLIK 
Supplied by fl. P. Smith Co., and offered in various 

35 formulations to control the degree oZ adhesion of the 
paper to the adhesive surface, 
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Because of tbe thinness and' flexibility of t&e polymeric 
£il£i, the oafcerlal Is difficult to heuidle once tbe 
• protect ivd oovering is resaoved fron the adhesive, surface,, 
especially in tbe larger sizes. . If the dressing folds so 
5 that the adhesive surfaces 'contact each other» it is 

difficult to separate and the dressing usually has to be 
discarded^ In addition, the dressing is initially sterile 
for nedical applications and toudhing the adhesive surface 
' creates contaaination sites under the dressing unless • 
10 aseptic precautions are - followed » 

Xba prior art has proposed various nethods £or handlihg >. 
. polymeric film dressings. 'For exac^le. the nonadhesive 
surface of the f ilia may be covered by an adherent liner 
15 which is die cut to form an inner portion in combination * 
with a surrounding bc»rder portion as described in European 
patent ^application &i-304r905.3. When. the adhesive 
release' paper and the inner portion of the surf ace liner 
are r»bvedr the border portion of the surface Xiher 
. 20 supports the film while it is being positioned on the- 

patient r after which the border portion is raaoved. While 
such a construction offers the advantage !o£ being able, to 
position the dressing properly^ it has other disadvantages 
such as the dressing cannot be applied under-, tension if 
25 required because of the restraining effects of the border, 
paper. Additionally, removing the border paper- from the 
film can cause the dressing to lift from the skin surface r 
in which case the user may touch the adhesive surface, of 
the dressing during the final stages of application. 

3d 

It is accordingly an objiect of the present invention to 
provide a thin, transparent film dressing having improved 
handling properties. It is a further dbject to provide a 
film dressing having a protective covering of the adhesive 
35 surface in a novel configuration* which permits the film to 
be readily supplied to the patient, tt is a yet further 
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object of the prefsent invention to provide an adhesive 
f Un dressing which can be applied to a patient without 
touching the adhesive surface of the £ilm. These ^.id 
other objects of the present invention will be apparent 
5 fron the ensuing description and clains. 

SPmt&Mt OF THE ItlVBSTIOty 

A thin, polyneric f ila adhesive dressing is provided with 
10 the adhesive surface covered by a release paper having a 
central portion and two end portions. Bach end portion 
has an edge flap adjacent the center portion folded faacik 
away fruuL the adhesive surface to provide a mans for 
readily gripping the release paper to remove it from the 
15 .adbesiye surface of the film, The center portion of the 
release paper has at least one edge flap adjacent an end 
portion extending over the end portion , or ' aided back: away 
from the adhesive surface of the film. 

20 The film dressing is applied first reaoving the center 
portion of the release paper and positioning the exposed 
center portion of the dressing over the application site 
while gripping the dressing by the two end portions. Each 
tad portion of the xrelease paper typically covers approxi-' 

25 nately 10 to 30 percent of the adhesive surface. The 

support provided by the end portions aids in preventing ' 
. the dressing from folding in upon itself when the center 
portion of the release paper is rCToved. The dressing nay 
be stretched if desired and readily positioned over the 

30 application site while being gripped by the end portions - 
Once the center portion is adhesively secured to the 
patient, the release papers are sec[aentially removed from 
the end portions while securing the end portions of tiie 
dressing. 
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DgscRipgyioty op drrvhiwgs 

FIGtJRE 1 ifi a viev in perspective of a film dressing 
according to the present invention, 
5 . . ■ • . 

FIGORE 2 is a view in perspective o£ the filn dressing' of 
FXGORB 1 with the release papetr reooved £ro&i,.the center - 
' portion of the film. 

10 FIGORE 3 is a view in perspective of the. £ilm dressing o£ 
FIGURE 2 with the riel^ase paper from one end portion being 
removed after the center and other end port.ions have been. 
, escured to the patient* 

15 FIGURE 4 is a side edge view of one dabodiraenn of a f ilia 
dressing according to the present invention^ 

- FIGURE 5 is a side edge view of a second eabodiment of a 

filA dressing according the present invention, 

20 

FIGURE 6 is a side edge view b£ a third, mbodijnent of a 
£ilB dressing according to the present invention* 

FIGURE 7 is a side edge view of a fourth eabodinent of a 
25 film dressing according to the present invention. 

DETAIIiED PBSCRIPTIOH OF THg IlTVBtnyiOtI 

!Che thin film dressings of the present invention comprise 
.30 a polymeric film coated on one surface with a pressure 
sensitive adhesiver and a r^ovable protective material 
such as release paper covering the adhesive surface of the 
film. 

35 Referring now to FIGURE 1, there is illustrated in per- 
spective from the adhesive side of tihe film one -embodiments 

&J 1102 
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Of a atessing according to the present invention. As 
Ulustratea in partial section, f il^ lo coated 
adhesxve U over one surface thereof, and the adhesive is 

A, 8, and c. Portxon A extends froa one end of the fllr. 
and covers approxlnately 25 peroent'of the filn area 
Edge flap U of portion A is folded back fro. the adhesive 
surface and provides a neans for gripping the release 
^P•per At the tine of its cenoval. 

At the opposite end of the film, Please paper portion B 
covers approximately 25 percent of the fim area and has 
edge flap 14 folded hac* from the adhesive swface. 
intermediate to release paper portions A and B is central 
portxon c Which covers the approxiaately SO percent 
reaa^ning surface area. of the fila and is provided at 
•ither and with edge flaps IS and 16 not adhered to the 
adhesive enrfaoe of the f iln. • . 

Release paper C, Is rmoved from the central portion of the 
fllto dressing by grasping either edge 35 or IS and 

wwoving the paper while holding the dressing by the 
adjacent end portion A or B respectively, onoe the center 
release paper has ieen removed and discarded, the dressing 
AS gripped in tiro bands oyer portion* A and b as illns- 
trated in FiODBE 2. m this position/ the dressing ray be 
stretched if desired, and placed in position on tiie 
patient nhUe viewing the placement site through the 
transparent center portion of the dressing. 

Once the center portion of the dressing has been secured, 
the release paper of each end portion is removed in tnm 
by grasping end flapg 13 and 14 and withdrawing the 
release paper while pressing downward on the film to 
secure the adhesive attachment of the end portion to the 
patient as illustrated in FIClJBB 3. 
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Adheaive film draasings of the present invention are 
easily handledr rQaflily positioned on the patient in a 
taut, wrinkle free condition. Moreover, the dressings nay 
be applied without touching or eontaiainating the adheaive 
surface of the film. 

Various embodiments of the dressings of the present 
invention ar» illUBtrated in raCTOES 4, 5, S and 7. in 
PIGTOB 4, the dressicicr which corresponds to that of fioore 
1 is diaracterized by the center release pa^er portion 
hiving two edge flaps 15 and 16 adjacent the end portions 
A and B respectively/ In this coiifigurationr center 
port ion. C may be removed beginning from either end. 

15 In FIGURE 5^ the release- paper center portion C is pro- 
vided with a single edge flap Iff adjacent end portion 
In this configuration^ center portion, c Is readily 
removable only beginning from end B. in FIGDRBS 4 and 5^ 
the edge flaps of all release ^per portions are infolded.- 
well bade from the adhesive surface at an acute angle to 
permit the edge flaps to be re&dily grasped to remove the 
release paper. 



in PIGaBB 6* the release p^r of center pomion C is 
provided with a single edge flap 16 which ot^rlies edge 
flap 13 of portion A, but esetends slightly beyond edge 
flap 13 to permit edge flap 17 to be individually grasped 
when the center portion of the release paper is to be 
removed. 



In FIGURE 7r edge flaps" 13 and 14 of the end portions of 
the release paper are folded bacJc substantially 180» and 
the release paper of center portion C overlies and extends 
slightly beyond edge flaps 13 and 14- The advantage of 
35 the dressing configuration illustrated in Figure 7 is that 
the release papers lie flat against the adhesive surface 



iJ 1102 



28/08 99 MON 16:58 FAI OV. .31 0586 Brookes & Martin I ^ _jao54_ 



10 



0117632 



-a- 



of the dressing, and the resulting dressing is easier to 
package and the paelcages are less bulky. 

In a preferred embodiiaent of the present invention, ond 
portion release papers A and B require a slightly greater 
pull off force than the release papers of ceater 
section c. The pull of f force of the paper for any given 
adhesive surface is determined by the coi^sition of the, 
silicone coating on the release paper and various papers 
having greater or leaser release levels are contaercially 
available. Xn the case of the present invention, the poll 
off value of the center portion release paper is prefer- 
ably frOR about 0.4-0 ,7 ounces per inch (4 •5--7.fi grams per 
centimeter) while the poll off value of the end portion 
15 end portion release paper is preferably from about O.B-i,i 
ounces per inch (8*9-12.2 grans per centineter) . 

OSxe pull off values are detenained accordii^ to asto D- 
3330-76 by cenoving the release p^er from a one inch 

20 (2 .'54 centimeter) wide strip of adhesive film at a rate of 
12 inches per minute* (30.5 centimeters per minute) in an 
instrument suc^ as an Znstron Tensile Tester wherein the 
film and release paper are gripped in opposing Jaws, and 
the restraining force measured while the jam are 

25 separated at a constant rate. 

tte advantage of having higher pull off values for the end 
portions of the release papers is particularly significant 
in connection with the larger sized films due to the film 

30 placement technique as illustrated in Figure 3. Once the 
center portion of the film has been applied, the end por- 
tions are secured by pulling off the release paper vhile 
pressing downward on the film. The higher pull off forces 
provide better control in securing the end portions of the 

35 film* and also ir5»art tension to the film to prevent 

wrinkles. Since the release paper in the center portion 
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^ the fil» is coBplefl, -amoved bafcre the fil« 

r/^r Wl o££ valaes for this portion are pre- 
applx«a. !; ^^^^ b» used without serious 

Cerred although higher vaaues may 

aisadvatitege. 

' . «f *he present indention are prepared using 

!:ilL1^Sr-»««acturing techniques .here- 
standard '«»*^^,*'^^^*!!,!^ the desired ~dical 

ia a supply Of f ila releesable 
,rade,.pres.ure.sensxtl^jdh^3x^e,^^^^^^ ^^^^^^ 

,0 badcing -^--^^ 1,,,,^ applied first 

end portions of the ^a*-^ ^.^^ ^^^^.^^ 

»ith the edge flaps folded badt croo " ^ 

*«H.Lre described, the center portion of the 
as hereinbefore desmne ^x<^ with one or both 

haaclng material is '^-^^^^^ itilaal dressihg. 

^o^lvino the end portions, inarvi-aua* 
15 edge, "^^'^^y^^. ^ resulting continuous feed of 

are die cut fton the- resulting ^^^^ij.^ prlpr to 

laminated «teriel, and pacVaged and sterxll«ea pr^, 
„se following conventional procedures. 

. ^- *B fliraeted to providing conven- 
20 The present invention « ^ jap„vea\ 

-onal thi. '^-^^^^"^^^^^ .i. • 

Tcill^rtTa^Ucatidn of the dressing to the 
order to »^^^^*lr^,^i,is th« releise paper 
patient. Various variations in'«aterials 

25 system herein ^"f^^^"^^ be apparent to those 
^ dressing .on^gu^-J- ^^^^^J^,^ •^.l.aed 
Skilled in the art, and su ioventiou. 
within the spirit and scope of the presen 



r&j 1102 



28/08 -99 HON 16:59 FAI OItL-^I 0586 Brookes & Martin 



@056 



0117632 

-10- 



1. Id a thin film surgical dressing cos^rising a thin 
polyiaeric film having one sorCace coated vith a prevsure 

5 sensitive adhesive, the ixspcoTreaent coiapcising covering 

the adhesive coated surface with three sections o£ backing 
joaterlal adapted to be r^aoved txcm the dressing a^ the 
tine of applicatiottr said sections of backing material, 
cot^prising a center portion and tm end portxonsr eadh of 

10 said end portions of said baclcing caterial having an edge 
Clap adjacent the center portion folded hade froci the 
adhesive suxrface of said dressing r and the center person 
having at least one edge flap adjacent an end portion 
positioned avay froa the adhesive surface of said dressing 

15 whereby said center portion of said bacfcing material is 

readily removable bef.ore application of said dressing to a 
patient, and said end portions of said backlog mrer lal 
are readily removable after the center portion of said 
dressing has been adhesively secnred to said patleat. 

ZQ -i - • » 

2. A dressing of dalni 1 herein said bacfcing material 
cioc^ises a silicone coated release paper* 

3. & dressing of daifii 1 wherein said bac^ng laaterial 
25 cOT^rises a polyethylene^ilm- 

4. A dressiiitg of any ooe of claims 1 to 3 idierelii said end 
portuns of said backing material cover to one ttUrd a£ 
said dre&Hxng surface and said center portXcn covers at least 
ens ttiixd of sold dressing surface. 

5. A dressing of claim 4 wherein said center portion 
con^ir-ises approximately one half the area of said dressing 
snrface. 
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A Of any one of claims 1 to 5 

rS:: --^ - — 

5 7. A dWBSins f^rtided back awey 

^ ^ or .Id «»! portion 

^lap. at lewt <»» <* , to 5 *»r.li> 

rj:n^-=« — 

have an edge fiap a«J«^ . KanldnE- materiaX 

,,aclc ' ^a«e portions overlying 

Of .aid center P-^'^^^^'^^e of said end 
and extending beyond said edge rxap 

,5 pox:tlan.. ^ , e " 

l„in said thin pol^eric fil» «<»^-*^^2^T - 
^^r-polyureiat-ie having a thieKnees ot from SO 

to 75 micrometres. - 4-^0 

^ A dressing of ax^r one of clai-s 1 to 9 

cjontained to a »terile package. 
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